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DETAILED ACTION 

Claims1-37 are pending in this application. 
Claim Rejections -35 OSC §*« 

le rei eo t ea U n d e r 3 6 U,,,1 2 ,seoo.pa ragr apMS 
antecedentbasisforthisiimita.ionintheda.m. 

-P>— pane.^ an jncomplete Markush ,pe ^ 

-i + rt ox" however, c aim 24 does 
aer oso, co.pos.on according to any one o, claims 1 to 24 , howe 

positively recite the composition as an aerosol. 

Claim Rejections- 35 USC §102 

, c nf Title 35 U S. Code not included in this action can 
The text of those sections of Title 3b, u.o 

betoundinapriorOtficeaction. 102(b)asbe ingan U cipated 
Ciai.sl-10, and 12-37 arere j ec,ed U nder3 5 S.a (^ 

by Glaxo Group Limited WO 96/19968. Glaxo Group Limited WO 96/19 
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pharmaceutical aerosol formulation for the administration of medicaments by inhalation 
comprising, a particulate medicament, at least one sugar, and a fluorocarbon or 
hydrogen containing chlorofluorocarbon propellant. See: abstract and page 1 , line 30 - 
page 2, line 1 . The reference teaches the specific medicaments of instant claims 18-20 
and the specific propellants of instant claims 13-15. See: page 2, line 21 - page 5, line 
14. 

Glaxo Group Limited WO 96/19968 describes the particulate medicament as 
having a diameter of less than 15 micrometers, preferably in the range of 1 to 10 
micrometers, thus meeting the size limitations of claims 1 , 5, 24, and 33. See: page 2, 
lines 10-20. Moreover, the reference teaches and claims a combination of 
medicaments which meet the specific limitations of instant claims 21-23. See: page 2, 
line 21 - page 4, line 1 1 claims 7-10 and claims 14-16. Furthermore, the reference 
teaches that proteins and peptides such as insulin and glucagon may be used as 
therapeutic agents, thus meeting the specific limitation of instant claim 17. See: page 3, 
lines 1-10. 

r^lpvn rirrxt ir\ I imi+A/H \A/0 Q£HQQ£Q fi ir4hpr Hoc/^rih^ tho ei mar ac hav/inn a 

particle size of less than 100, including sizes of 70 and 20 microns as examples of 
particle sizes under 100 microns, which meets the specific limitations of claims 1, 2, 24, 
and 33. See: page 4, lines 17-25. Glaxo Group Limited WO 96/19968 also describe 
the ratio of medicament to sugar as being between the range of 1 :0.01 to 1 :100, 
preferably 1:0.1 to 1:10, thus meeting the ranges as claimed instantly by claims 3-4. 
See: page 4, lines 11-16. 
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The reference teaches that the aerosols may contain surfactants, taste masking 
agents, buffers, antioxidants and chemical stabilizers, thus meeting the specific 
limitations of instant claim 12. See: page 5, line 30 - page 7, line 14. The sugars 
taught by the reference include lactose, sucrose, mannitol, and dextrose, thus meeting 
the carbohydrate limitation of instant claim 16. See: page 4, lines 17-25 and Examples 
1-144. 

Glaxo Group Limited WO 96/19968 teaches aerosol metered dose inhaler 
formations and containers which meet the limitations of instant claims 25-28, 31-32 and 
using the compositions for respiratory disorders as claimed instantly in claims 34-35. 
See: page 3, lines 10-23 and page 9, line 24- page 10, line 26. 

The Glaxo Group Limited WO 96/19968 reference meets the limitations of instant 
claims 1-10 and 12-37 and therefore, clearly anticipates the instant invention. Although 
the Glaxo Group Limited WO 96/19968 does not specifically teach the Mohs hardness 
value, this is a physical property of lactose, thus a value that is inherent to the 
composition. Furthermore, the working examples of the instant application use lactose 
as a particulate material, therefore, it is reasonable to expect the lactose particulate 
material of WO 96/19968 to have the same Mohs hardness value as claimed instantly. 

Claim Rejections - 35 USC § 103 

Claims 1-37 are rejected under 35 U.S.C. 103(a) as being unpatentable over the 
Glaxo Group Limited WO 96/19968 as applied to claims 1-9, 12-37 above and further in 
view of Glaxo Group Limited WO 95/24889 and Schultz et al., WO 92/06675. 
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Although the primary reference teaches a pharmaceutical aerosol formulation for 
the administration of medicaments by inhalation comprising, a particulate medicament, 
at least one sugar, and a fluorocarbon or hydrogen containing chlorofluorocarbon 
propellant, the primary reference lacks the amount of propellant as claimed instantly in 
claims 10. 

Glaxo Group Limited WO 95/2488 discloses inhalation compositions containing 
lactose pellets that may be spray dried, thus teaching lactose pellets with a low Mohs 
value. See: page 4, Iine30 - page 5, Iine13. Schultz et al., teach pharmaceutical 
aerosol formulations comprising beclomethasone 17,21 dipropionate and a propellant 
selected from the group consisting of the 1 ,1 ,1 ,2-tetrafluoroethane, 1 ,1 ,1 ,2,3,3,3- 
heptafluoropropane or a mixture thereof, for treating asthma by pulmonary, buccal, or 
nasal administration. See page 1 , lines 6-39 and abstract. The secondary reference 
teaches the propellant in amounts which overlap those of instant claim 10. See: page 3, 
line 34 - page 4, line 4. 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to have modified the aerosolized composition of Glaxo Group 
Limited WO 96/19968 by using sprayed dried lactose pellets as taught by Glaxo Group 
Limited WO 95/24889 and adding the amounts of propellant as taught by Schultz et al., 
because of the reasonable expectation of obtaining an aerosolized respiratory disorder 
treatment formulation that is capable of delivering particulate medicaments to the lungs, 
mouth and nose using hydrofluorocarbons that are less destructive to the ozone than 
other propellants such as, chlorofluorocarbons. 



Application/Control Number: 09/647,331 Page 6 

Art Unit: 1614 

Conclusi n 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Clinton Ostrup whose telephone number is (703) 308- 
3627. The examiner can normally be reached on M-F (8:30am-5:00pm). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Marianne Seidel can be reached on (703) 308-4725. The fax phone 
numbers for the organization where this application or proceeding is assigned are (703) 
308-4556 for regular communications and (703) 308-4556 for After Final 
communications. 
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Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703) 308- 
1235. 

Clinton Ostrup 
Examiner 
Art Unit 1614 

March 14, 2002 




